INTRODUCTION
On May 30, 2006 the United Nations AIDS program issued the results of a study called "Report on the Global AIDS Epidemic: A UNAIDS 10 th Anniversary Special Edition,"
suggesting that the global AIDS pandemic has begun to slow, with a decline in new HIV infections in about 10 countries. Despite these findings AIDS is a very complex epidemic and despite these positive trends Dr. Peter Piot, Executive Director of UNAIDS reported grim findings from China, Indonesia, Papua New Guinea, Russia and Vietnam, with signs of outbreaks in Bangladesh and Pakistan. 1 If this trend is to continue, Thoraya Ahmed Obaid, executive director of the United Nations Population Fund, said that the world needed to increase its prevention efforts. 2 One example that was cited in the UN report was the experience in Botswana where the government recommended in 2004 that diagnostic HIV testing become a routine part of medical check-ups. UNAIDS recommends offering the tests in clinics treating sexually transmitted infections, maternal health clinics, and at community-based health service settings where there is access to antiretroviral drugs. 3 Widespread, aggressive testing is one of the keys to early detection and preventing the further spread of AIDS.
In the United States, as of 2003, an estimated 1,039,000 to 1,185,000 persons were living with HIV/AIDS. "In 2004, 38,730 cases of HIV/AIDS were diagnosed in the 35 areas (33 states, Guam and the U. S. Virgin islands) with longterm, confidential name-based HIV reporting. The Centers for Disease Control and Prevention (CDC) has estimated that approximately 40,000 persons become infected with HIV each year." 4 Despite widely available testing and medications it is estimated that a quarter of Americans infected with HIV are unaware of their status. The result is that these individuals are continuing to spread this lethal infection unknowingly and are failing to obtain the powerful drug therapies that have been proven to extend their lives. 5 One of the major obstacles standing in the way of many individuals knowing their HIV status are the current "HIV Counseling, Testing, and Referral Guidelines" issued by the CDC which emphasize that HIV testing be informed, voluntary, and consented and available as confidential and anonymous services and that mandatory counseling be "client-centered." 6 This strategy may have been necessary in the late 1980s and the early 1990s when there was no effective treatment for AIDS and the disease was associated with gay men who were already facing discrimination, but today it is having a negative impact. A number of studies have recommended routine HIV testing of all American adults; 7 New York City's Health Commissioner, Dr. Thomas Freidman, has called for changing New York state laws so that health officials could more aggressively test people for HIV and AIDS and use the medical information the city already collects to help treat those infected; 8 California presently does not require separate written consent for HIV testing; 9 and as of May 16, 2006, San Francisco's city-run medical clinics will no longer require written consent and counseling sessions before testing people for HIV in order to increase the number of people screened for the virus. 10 These new initiatives have challenged the CDC and AIDS advocates to rethink their position on testing and counseling. As a result, hopefully the CDC will offer new guidelines for AIDS testing and counseling in the summer of 2006. These guidelines are not only overdue, they are an ethical necessity.
The purpose of this article is twofold: first, to present solid reasons why there should be new guidelines for AIDS testing and counseling; and second, to give an ethical justification for these new guidelines. Twenty-five years ago when AIDS was first detected and during the early 1990s there were major concerns regarding patient confidentiality in order to protect HIV/AIDS patients from discrimination. In the early years of AIDS, and still to some extent today, discrimination toward HIV/AIDS patients was a major concern. The stigma of AIDS and the fear that surrounded this disease caused irrational behaviors among many in society. In order to protect the basic rights of privacy and confidentiality of AIDS patients various stringent laws were enacted both federally and on a state-bystate basis. On the federal level, the "Americans With Disabilities Act" has been used to defend the rights of HIV/AIDS patients against various forms of discrimination. The American Medical Association's guidelines for HIV testing echo the CDC's guidelines.
NEED FOR NEW GUIDELINES
Physicians should ensure the patient's informed consent specific for HIV testing before testing is performed. . . Consent for HIV testing cannot be inferred from a general consent to treatment. . . The confidentiality of the results of HIV testing must be maintained as much as possible and the limits of a patient's confidentiality should be known to the patient before consent is given. . . In order to limit the public spread of HIV infection, physicians should encourage voluntary testing of patients at risk for the infection. 19 Privacy and confidentiality are basic rights and we need to be concerned that these rights are protected. However, in this day and age when HIV/AIDS has become more of a chronic, manageable disease, and the stigmatization of HIV has lessened, and the issues of privacy and confidentiality are being protected, for the most part, by state and federal laws, it is time to support a move to streamline the testing and counseling process. Privacy and confidentiality are basic rights that must be protected but so to is the right to life.
Advocates of streamlining the HIV testing and counseling process believe that the CDC should address three obstacles to treatment. First, health care providers should shorten and simplify the counseling session before the patient is tested. Second, new guidelines should be implemented that allow patients to give oral consent to testing, rather than the written consent form. Third, health care providers should incorporate HIV testing as a routine part of care in the traditional medical settings. It appears that the CDC will issue new guidelines to deal with these obstacles in the summer of 2006. The proposed recommendations will address the testing regimen, suggesting that physicians not only test people at risk, but as part of routine medical care for all patients ages 13 to 64. 20 The impetus for this change may be the success that Botswana has had using this method. Botswana, one of the world's most infected countries, made HIV testing a regular part of blood tests conducted in government health facilities for medical purposes. Such tests are routine but not compulsory. All citizens will be tested unless an individual "opts-out" of the testing. An estimate is up to 35% of the country's 1.7 million people now know their HIV status and the infection rate is declining. 21 In April 2003, federal health officials recommended that pregnant women, intravenous drug users and anyone who has engaged in unsafe sex be routinely screened for HIV. In addition, a study in the March 2006 edition of Pediatrics underscores the concern about the low rate of HIV testing among at-risk adolescents. The result is that there are numerous infected adolescents who are unaware of their status and not receiving care. The study confirms that onefifth of the youth studied were identified as HIV+ within six months of seroconversion, which indicates that someone (the adolescent or a health provider) recognized the potential HIV infection, based on symptoms and/or perceived risks. The authors believe that early and repeated testing in adolescents at risk for HIV would avoid delays in specialized HIV care. 22 Advocates of routine HIV testing and new CDC guidelines to simplify counseling sessions and allow for oral consent to HIV testing are being motivated by two factors. First, HIV infection in the United States is usually discovered at an advanced stage and usually in the course of medical care and often from complications of AIDS. Earlier diagnosis would speed access to appropriate care, increase the proportion of HIV-infected patients receiving care which would improve their quality of care, and potentially save others from becoming infected. 23 31 Both studies indicate that routine, voluntary screening for HIV once every three to five years is justified clinically and economically. In addition, besides benefiting the individual HIV infected person, such screening will help reduce the transmission of HIV to others, improve allocation of resources to treat and prevent HIV, and reduce productivity lost as a result of HIV infection. 32 Bozzette also brings up a negative effect of such screening being the amount of time the clinical staff will have to give to the needed counseling of each patient. If the CDC also changes its guidelines on counseling this objection could be eliminated. Overall, the implementation of HIV screening as a routine part of care in traditional medical settings benefits those who are unaware of their HIV infection, protects those who might be at risk for infection, and benefits the nation by helping to control medical costs and fairly allocate resources.
Despite the positive aspects of advocating for a change in the CDC's guidelines for Counseling, Testing and Referral there are those who raise serious negative implications. Many AIDS activists are critical of such changes because they fear the potential abuses that may result regarding patient privacy and confidentiality. How do we ensure that those who test HIV+ will not be criminalized in an effort to contain the epidemic? Can we assure that all HIV patient's records will be kept confidential? Could individuals be tricked into being tested and thus expose them to discrimination? Over the years, health authorities have proven that they can be trusted with maintaining confidentiality but there is still much suspicion of the medical establishment especially among people of color in the United States. This is an important issue because HIV infections are the highest among people of color and those who are economically disadvantaged, because of their reduced access to health care. Second, there is the fear among critics that minimizing or eliminating the counseling component might reduce the number of people who test positive to seek treatment. These are very legitimate concerns. The question that remains is whether there is a proportionate reason for revising the guidelines on testing and counseling?
ETHICAL ANALYSIS
Society, in general, has always recognized that in our complex world there is the possibility that we may be faced with a situation which has two consequences; one good and the other evil. The time-honored ethical principle that has been applied to these situations is called the principle of double effect. As the name itself implies, the human action has two distinct effects. One effect is intended and good; the other is unintended and evil. As an ethical principle, it was never intended to be an inflexible rule or a mathematical formula, but rather it is to be used as an efficient guide to prudent moral judgment in solving difficult moral dilemmas. 33 The principle of double effect specifies four conditions which must be fulfilled for an action with both a good and an evil effect to be ethically justified:
The action, considered by itself and independently 1.
of its effects, must not be morally evil. The object of the action must be good or indifferent.
The evil effect must not be the means of producing 2.
the good effect.
The evil effect is sincerely not intended, but merely 3.
tolerated.
There must be a proportionate reason for 4.
performing the action, in spite of the evil consequence. 34
The principle of double effect is applicable to the issue of new guidelines for HIV testing and counseling because it has two effects, one good and the other evil. The good effect is that individuals will become aware of their HIV status and if positive can begin drug therapies to extend their lives, reduce the transmission of HIV to others and improve the allocation of resources to treat and prevent HIV. The negative effect is that there is the fear that such changes could lead to abuses in patient privacy and confidentiality. Ultimately, for bioethicists, it is the judgment of proportionality that is indispensable to the application of this principle. Showing that the harm caused is an indirect side effect, rather than a direct and intended effect, is not sufficient to justify the action. The agent is still morally responsible for the foreseen, even though not intended, side effects that are avoidable because the agent could have acted differently. The various effects must therefore be balanced to determine whether the action is justified. To determine if revising the guidelines for AIDS testing and counseling is ethical, this issue will be examined in light of the four conditions of the principle of double effect.
The first condition allows for the revision of HIV testing and counseling guidelines because the object of the action, in and of itself, is good. The moral object is the precise good that is freely willed in this action. The moral object of this action is to make as many people as possible aware of their HIV status so that they can begin the drug regimen necessary to extend their lives, protect them from diseases to which HIV makes them prone, and to help reduce the transmission of HIV to others. The immediate goal is not to trick people into being tested or expose them to any form of discrimination. Rather, the direct goal is to prolong the lives of those who are HIV+ and to prevent the transmission of this lethal disease to others unknowingly. The second condition appears to allow for a revision of the CDC guidelines because the good effect of getting people into treatment early and thus extending their lives is not produced by means of the evil effect. Widespread routine testing would benefit patients who tests positive for HIV by getting them into treatment early, suppressing viral replication, improving their immune system and reducing drug-related adverse effects. It would also benefit society as a whole by reducing the transmission of HIV to others unknowingly and as both Paltiel et al. and Sander et al. have shown it is cost effective. This can only benefit our strained health care system. The potential for evil such as discrimination and deception are present. In a 2005 study, 26% of HIV-infected adults receiving health care reported experiencing at least 1 of 4 types of perceived discrimination by a health care provider since becoming infected with HIV, including 8% who had been refused a service. 35 This proves that the potential for abuse is real. If patients are being discriminated against by health care professionals, who are knowledgeable about HIV/AIDS, then discrimination in the general population, is a matter of concern. There are those who argue that HIV/AIDS is like every other disease-like cancer or diabetes. This is blatantly false. Getting a positive test result is something that turns somebody's life upside down. 36 Various forms of discrimination--jobs, health care, housing, etc.--have occurred and most likely will continue to occur and this can cause HIV/AIDS patients to avoid testing and ignore treatment recommendations. What has to be done is to address these examples of discrimination and put in place further safeguards to prevent them from happening in the future. Despite the potential for abuse, it is clear that the good effect is not produced by means of the evil effect, therefore, the second condition allows for the needed revisions. The third condition is intricately tied to the second condition. The direct intention of the revision of guidelines for testing and counseling is to assist those who are HIV+ to get the necessary medications in order to extend their lives. It is also to protect others from being infected with this lethal virus unknowingly, and to protect society as a whole in regards to the drain HIV/AIDS has been and will continue to be on our health care system and economy. Various studies have shown that the earlier an HIV+ person starts treatment the better chance he/she has in extending his/her life. Studies by Paltiel et al. and Sanders et al. have shown that "given the availability of effective therapy and preventive measures, it is possible to improve care and perhaps influence the course of the epidemic through widespread, effective, cost-effective screening." 37 According to Bozzette, "secondary benefits to screening are that preservation of health and reductions in transmissions will also reduce work productivity lost as a result of HIV infection. These averted loses represent savings that, from society's perspective, can partially cancel out the direct expenditures. Because the indirect costs of HIV infection are substantial, the true economic costs of screening are far lower than reflected by direct expenditure." 38 The direct intention of the revising of the testing and counseling guidelines will be to benefit not only the patient but others and society as a whole. Finally, the argument for the ethical justification for revising the guidelines on testing and counseling by the principle of double effect focuses on whether there is a proportionately grave reason for allowing the foreseen but unintended possibility of abuses to individual's privacy and confidentiality. To make this determination the probability and magnitude of the good (intended) effects will have to be balanced against the probability and magnitude of the bad (side) effects in order to determine if there is a proportionate reason for allowing for the revision of the CDC guidelines for testing and counseling. Proportionate reason is the linchpin that holds this complex moral principle together.
Proportionate reason refers to a specific value and its relation to all elements (including premoral evils) in the action. 39 The specific value in allowing for a revision of the CDC guidelines for testing and counseling is to benefit clinically the infected person, reduce transmission of HIV to others and improve allocation of resources to treat and prevent HIV. The premoral evil, which may come about by trying to achieve this value, is that HIV/AIDS still carries so much stigma that there still remains the possibility of abuses to the infected person's privacy and confidentiality. 40 The ethical question is whether the value of revising the present guidelines outweigh the premoral evil of the foreseen but unintended possibility that such revisions may cause potential abuses to those infected and even lead to deceiving individuals to be tested to contain the epidemic? To determine if a proper relationship exists between the specific value and the other elements of the act, ethicist Richard McCormick, S.J. proposes three criteria for the establishment of proportionate reason:
The means used will not cause more harm than 1.
necessary to achieve the value.
No less harmful way exists to protect the value. 2.
The means used to achieve the value will not 3.
undermine it. 41
The application of McCormick's criteria to the revision of the CDC's testing and counseling guidelines supports the argument that there is a proportionate reason for allowing for the revision of the CDC guidelines if certain safeguards are added. First, the revision of the testing and counseling guidelines will increase the number of people who will become aware of their HIV status. This will help those who are infected to receive the necessary treatment to prolong their lives, it will reduce the transmission of HIV to others and will improve the allocation of resources to treat and prevent HIV in the United States. There is the possibility that abuses and stigmatization may occur to infected individuals' privacy and confidentiality but the federal and state laws that are in place should lessen the chances of this type of abuse. Allowing for verbal consent and eliminating the need for physicians to give detailed reasons why a patient may not want to be tested would save lives in the long run. By streamlining the testing and counseling guidelines and incorporating HIV testing as a routine part of care in the traditional medical settings, will allow individuals to have earlier access to antiretroviral therapy which will suppress viral replication, improve immunity and reduce drug-related adverse effects. With the proper safeguards to protect privacy and confidentiality, revision of the CDC guidelines for testing and counseling would not only save lives but would benefit society as a whole by utilizing our medical resources responsibly, which in turn will save other lives. Third, the value of clinically benefiting the infected person, reducing the transmission of HIV to others and improving the allocation of resources to treat and prevent HIV will not be undermined by revising the current guidelines on testing and counseling. The use of the Rapid AIDS test to determine one's HIV status and the new medications available to extend the lives of HIV/AIDS patients will help extend the lives of those who are infected and will protect others from becoming infected unknowingly. Laws and safeguards must be enforced to protect the privacy and confidentiality of every HIV-infected person. The real threat to Americans is not that HIV will cause them discrimination and even stigmatization; the real threat is that HIV will kill them. Unless one is made aware of his/her HIV status early, the treat of death is imminent and the treat of harming others is inevitable. With the proper safeguards a revision of the CDC guidelines on testing and counseling would not undermine the value of human life, in the long run it would protect the value of human life.
Does the principle of double effect justify a revision of the CDC guidelines on testing and counseling? The answer is clearly "yes." With the current laws and safeguards to protect individual privacy and confidentiality and the trust demonstrated to date by medical professionals, widespread routine screening would benefit infected persons currently, would safeguard those at risk for infection and would protect the future health of our nation. The dignity and respect of all human life would be protected and the greater good would be promoted in spite of the potential for foreseen but unintended consequences.
CONCLUSION
The revision of the CDC guidelines on HIV testing and counseling are medically necessary and ethically justified. In the 25 years since the advent of AIDS, medical advances have made this once lethal disease a manageable condition for many individuals. Legal safeguards are in place to protect the basic rights of privacy and confidentiality of HIV infected persons. And ethical principles have been used to justify changes that have been proposed in our thinking about the management and treatment of this disease. Streamlining the present CDC guidelines by making testing a routine part of medical care, simplifying the process by which a person consents to be tested and shortening and simplifying the counseling that takes place before a person is tested will help HIV-infected person to get the needed medical care before they are already sick with AIDS, will save others from being infected unknowingly, and will utilize our limited medical resources in a way that maximizes their benefits for society as a whole. These proposed changes are not only medically necessary; they are ethically imperative. Failure to address these concerns places the lives of millions of human beings in our hands.
